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Non-Final Office Action 

Claims 1-18 and 21 are pending. No claim is allowed at this time. 
Amendments are entered. 



Summary of this Office Action dated 3/7/2009 

1 . Election/Restriction 

2. Information Disclosure Statement 

3. Copending Applications 

4. Specification 

5. 35 use §112(1) Written Description Rejection 

6. Communication 
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Election/Restrictions 

1. Restriction is required under 35 U.S.C. 121 and 372. 

Tiiis application contains the following inventions or groups of 
inventions which are not so linked as to form a single general inventive 
concept under PCT Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to 
this action, to elect a single invention to which the claims must be 
restricted. 

Group I, claim(s) 1-9, drawn to method for treating type 2 diabetes mellitus 
in a mammalian patient in need of such treatment, which comprises 
administering to said patient an anti-diabetic effective amount of a 
compound represented by formula I or a pharmaceutically acceptable salt 
or solvate thereof as in claim 1 . 

Group II, claim(s) 10-18, drawn to pharmaceutical composition comprised 
of a compound represented by formula I or a pharmaceutically acceptable 
salt or solvate thereof in combination with a pharmaceutically acceptable 
carrier. 
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Group, III claim 21, drawn to benzothien-2-yl compounds. 

2. The inventions listed as Groups I, II- and II do not relate to a single 

general inventive concept under PCT Rule 13.1 because, under 
PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: The invention of 
group I is drawn to methods which is different from the composition 
(group II) and compounds (group III). There is a lack of unity of 
invention. 

3. This application contains claims directed to more than one species of 
the generic invention. These species are deemed to lack unity of invention 
because they are not so linked as to form a single general inventive 
concept under PCT Rule 13.1. 

The species are as follows: 
Claim 1 and 10 are generic 

Applicant is required, in reply to this action, to elect a single species 
to which the claims shall be restricted if no generic claim is finally held to be 
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allowable. The reply must also identify the claims readable on the elected 
species, including any claims subsequently added. An argument that a 
claim is allowable or that all claims are generic is considered non- 
responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to 
consideration of claims to additional species which are written in dependent 
form or otherwise include all the limitations of an allowed generic claim as 
provided by 37 CFR 1 .141 . If claims are added after the election, applicant 
must indicate which are readable upon the elected species. MPEP 
§ 809.02(a). 

4. The species listed above do not relate to a single general inventive 
concept under PCT Rule 13.1 because, under PCT Rule 13.2, the species 
lack the same or corresponding special technical features. 

5. During a telephone conversation with Attorney Richard C. Billups on 
1/16/2009 a provisional election was made with traverse to prosecute the 
invention of group I, claims 1-9. Applicants further elected method of 
example 8 disclosed on page 24 as elected species. Affirmation of this 
election must be made by applicant in replying to this Office action. Claims 
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10-18 and 21 is withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

6. Applicant is reminded that upon the cancellation of claims to a non- 
elected invention, the inventorship must be amended in compliance with 37 
CFR 1 .48(b) if one or more of the currently named inventors is no longer an 
inventor of at least one claim remaining in the application. Any amendment 
of inventorship must be accompanied by a request under 37 CFR 1 .48(b) 
and by the fee required under 37 CFR 1.17(1). 

7. The examiner has required restriction between product and process 
claims. Where applicant elects claims directed to the product, and the 
product claims are subsequently found allowable, withdrawn process 
claims that depend from or otherwise require all the limitations of the 
allowable product claim will be considered for rejoinder. AN claims directed 
to a nonelected process invention must require all the limitations of an 
allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the 
product claims and the rejoined process claims will be withdrawn, and the 
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rejoined process claims will be fully examined for patentability in 
accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined claims 
must meet all criteria for patentability including the requirements of 35 
U.S.C. 101, 102, 103 and 112. Until all claims to the elected product are 
found allowable, an otherwise proper restriction requirement between 
product claims and process claims may be maintained. Withdrawn process 
claims that are not commensurate in scope with an allowable product claim 
will not be rejoined. See MPEP § 821.04(b). Additionally, in order to retain 
the right to rejoinder in accordance with the above policy, applicant is 
advised that the process claims should be amended during prosecution to 
require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition 
against double patenting rejections of 35 U.S.C. 121 does not apply where 
the restriction requirement is withdrawn by the examiner before the patent 
issues. See MPEP § 804.01. 

Information Disclosure Statement 

The listing of references in the specification is not a proper 
information disclosure statement. 37 CFR 1.98(b) requires a list of all 
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patents, publications, or otiier information submitted for consideration by 
tine Office, and IVIPEP § 609.04(a) states, "tlie list may not be incorporated 
into the specification but must be submitted in a separate paper." 
Therefore, unless the references have been cited by the examiner on form 
PTO-892, they have not been considered. 

Copending Applications 

Applicants must bring to the attention of the examiner, or other Office 
official involved with the examination of a particular application, information 

within their knowledge as to other copending United States applications, 
which are "material to patentability" of the application in question. MPEP 
2001.06(b). See Dayco Products Inc. v. Total Containment Inc., 66 
USPQ2d 1801 (OA FC 2003). 

Specification 

The specification has not been checked to the extent necessary to 
determine the presence of all possible minor errors. Applicant's 
cooperation is requested in correcting any errors of which applicant may 
become aware in the specification. 
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Claim Rejections - 35 USC § 112 (1) Written Description Rejection 

1. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, 
and of the manner and process of making and using it, in such full, 
clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 1-9 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way 
as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the 
claimed invention. Following reasons apply: 

Claimed invention is drawn to a method of treating type 2 diabetes mellitus 

in a mammalian patient in need of such treatment, which comprises 

administering to said patient an anti-diabetic effective 

amount of a compound represented by formula I as in claim or a 

pharmaceutically acceptable salt or solvate thereof. 

1 . Specification does not contain any example for the method of treating 

type 2 diabetes as has been claimed. The specification discloses on page 
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35 "Glucagon Receptor Binding Assay" and "inhibition of Glucagon- 

stimulated Intracellular cAMP Formation. No actual test was done to show 

the type 2 diabetes treatment. Since the compounds are known and prior 

art discloses these compounds as herbicides or anticancer agents an 

applicants are claiming a new method of use there must be some teaching 

and/or guidance that these large number of compounds as in claim 1 are 

useful for the treatment of type 2 diabetes. It appears that Applicant had no 

possession of the claimed subject matter at the time the invention was filed. 

The description requirement of the patent statute requires a description of 
an invention, not an indication of a result that one might achieve if one 
made that invention. See, e.g.. In re Wilder . 22 USPQ 369, 372-3 (Fed. Cir. 
1984). (Holding that a claim was not adequately described because the 
specification did 'little more than outline goals appellants hope the claimed 
invention achieves and the problems the invention will hopefully 
ameliorate.') 

2. Claims contain "solvates" and Applicants have no possession of 
"solvates" as the time the invention was filed. 

See VIPPAGUNTA (S.R. Vippagunta, et al. Adv. Drug Delivery Rev. (2001) 
48, pages 3-26, 892-reference) which teaches that, "The common 
crystalline forms found for a given drug substance are polymorphs and 
solvates. "Solvates, also known as pseudopolymorphs, are crystalline 
solid adducts containing solvent molecules within the crystal structure, 
giving rise to unique differences in the physical and pharmaceutical 
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properties of the drug. If the incorporated solvate is water, a solvate is 
termed a hydrate." (page 4). 

Vippagunta teaches that, "Because different crystalline polymorphs 
and solvates differ in crystal packing, and/or molecular conformation as 
well as in lattice energy and entropy, there are usually significant 
differences in their physical properties, such as density, hardness, 
tabletability, refractive index, melting point, enthalpy effusion, vapor 
pressure, solubility, dissolution rate, other thermodynamic and kinetic 
properties and even color. The differences in physical properties of various 
solid forms have an important effect on the processing of drug substances 
into drug products, while differences in solubility may have implications on 
the absorption of the active drug from its dosage form, by affecting the 
dissolution rate and possibly the mass transport of the molecules."(Page 4). 

Vippagunta teaches that, "It is very important to control the crystal 
form of the drug during the various drug developments, because any phase 
change due to polymorph interconversions, desolvation of solvates, 
formation of hydrates and change in the degree of crystallinity can alter the 
bioavailability of the drug. When going through a phase transition, a solid 
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drug may undergo a change in its thermodynamic properties, with 
consequent changes in its dissolution and transport characteristics." 
(page 5). 

Vippagunta further teaches that, "The main challenge in managing 
the phenomenon of multiple solid forms of a drug is the inability to predict 
the number of forms that can be expected in a given case." (page 11). 

Vippagunta teaches that "Phase changes due to 
hydration/dehydration and solvation/desolvation of pharmaceutical 
compounds during processing or in the final product may result in an 
unstable system that would affect the bioavailability of drug from solid 
dosage forms. Various types of phase changes are possible in solid-state 
hydrated or solvated systems in response to changes in environmental 
conditions... For example, some hydrated compounds may convert to an 
amorphous phase upon dehydration and some may convert from a lower to 
a higher state of hydration yielding forms with lower solubility. Alternatively, 
a kinetically favored but thermodynamically unstable form may be 
converted during pharmaceutical processing to a more stable and less 
soluble form." (page 17). 
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Vippagunta also teaches that, "Predicting the formation of solvates or 
hydrates of a compound and the number of molecules of water or solvent 
incorporated into the crystal lattice of a compound is complex and difficult. 
Each solid compound responds uniquely to the possible formation of 
solvates or hydrates and hence generalizations cannot be made for a 
series of related compounds... There may be too many possibilities so that 
no computer programs are currently available for predicting the crystal 
structures of hydrates and solvates." (page 18). 

Mere indistinct terms as "solvates", does not meet the written 

description requirement for the reasons cited above. This is particularly true 

when a compound is claimed in purely functional terms. See Univ. of 

Rochester V. G.D. Searle . 69 USPQ2d 1886 (CAFC 2004) at 1892, stating: 

The appearance of mere indistinct words in a specification or a 
claim, even an original claim, does not necessarily satisfy that 
requirement. A description of an anti-inflammatory steroid, i.e., 
a steroid (a generic structural term) described even in terms of 
its functioning of lessening inflammation of tissues fails to 
distinguish any steroid from others having the same activitv or 
function. A description of what a material does, rather than of 
what it is, usually does not suffice.... The disclosure must allow 
one skilled in the art to visualize or recognize the identity of the 
subject matter purportedly described. (Emphasis added). 

Conversely, a description of a chemical genus will usually comprise a 

recitation of structural features common to the members of the genus. 
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which features constitute a substantial portion of the genus. See Univ. of 
Calf. V. Eli Lilly , 43 USPQ 2d 1398, 1406 (Fed. Cir. 1997). This is 
analogous to enablement of a genus under Section 1 12, ^ 1 , by showing 
the enablement of a representative number of species within the genus. 

A chemical genus can be adequately described if the disclosure 
presents a sufficient number of representative species that encompass the 
genus. If the genus has substantial variance, the disclosure must describe 
a sufficient number of species to reflect the variation within that genus. See 
MPEP 2163. The MPEP lists factors that can be used to determine if 
sufficient evidence of possession has been furnished in the disclosure of 
the Application. These include the level of skill and knowledge in the art, 
partial structure, physical and/or chemical properties, functional 
characteristics alone or coupled with a known or disclosed correlation 
between structure and function, and the method of making the claimed 
invention. Disclosure of any combination ofsucti identifying ctiaracteristics 
tliat distinguisli tlie claimed invention from ottier materials and would lead 
one of skill in the art to the conclusion that the applicant was in possession 
of the claimed species is sufficient. MPEP 2163. 
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Here, the specification does not provide any example for tine 
treatment of type 2 diabetes by tlie claimed compounds and their solvates. 
Specification lacks written description requirement. 

The proviso in the definitions of R1, R2, R3 and R6 has been noted. 
Applicant is requested to disclose the prior art which has been disclaimed. 
The prior art of record does not teach nor suggest the treatment of type 2 
diabetes by thiophene compounds of claim 1. Claims 1-9 are examined, 
claims 10-18 and 21 are withdrawn as non elected invention. 

Communication 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Sabiha Qazi whose telephone 
number is (571) 272-0622. The examiner can normally be reached on any 
business day except Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Krass Frederick can be reached on (571) 272- 
0580. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private 
PAIR or Public PAIR. Status information for unpublished applications is 
available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic Business Center 
(EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 



/Sabiha Qazi/ 

Primary Examiner, Art Unit 1612 



